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§438.600 Statutory basis, basic rule,
and applicability.

(a) Statutory basis. This subpart is
based on the following statutory sec-
tions:

(1) Section 1128 of the Act provides
for the exclusion of certain individuals
and entities from participation in the
Medicaid program.

(2) Section 1128J(d) of the Act re-
quires that persons who have received
an overpayment under Medicaid report
and return the overpayment within 60
days after the date on which the over-
payment was identified.

(3) Section 1902(a)(4) of the Act re-
quires that the State plan provide for
methods of administration that the
Secretary finds necessary for the prop-
er and efficient operation of the plan.

(4) Section 1902(a)(19) of the Act re-
quires that the State plan provide the
safeguards necessary to ensure that eli-
gibility is determined and services are
provided in a manner consistent with
simplicity of administration and the
best interests of the beneficiaries.

(5) Section 1902(a)(27) of the Act re-
quires States to enroll persons or insti-
tutions that provide services under the
State plan.

(6) Section 1902(a)(68) of the Act re-
quires that any entity that receives or
makes annual payments under the
State plan of at least $5,000,000 must
establish certain minimum written
policies relating to the Federal False
Claims Act.

(7) Section 1902(a)(77) of the Act re-
quires that States comply with pro-
vider and supplier screening, oversight,
and reporting requirements described
in section 1902(kk)(1) of the Act.

(8) Section 1902(a)(80) of the Act pro-
hibits payments for items or services
provided under the State plan or under
a waiver to any financial institution or
entity located outside of the United
States.

(9) Section 1902(kk)(7) of the Act re-
quires States to enroll physicians or
other professionals that order or refer
services under the State plan.
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(10) Section 1903(i) of the Act pro-
hibits FFP for amounts expended by
MCOs or PCCMs for providers excluded
by Medicare, Medicaid, or CHIP, except
for emergency services.

(11) Section 1903(m) of the Act estab-
lishes conditions for payments to the
State for contracts with MCOs.

(12) Section 1932(d)(1) of the Act pro-
hibits MCOs and PCCMs from know-
ingly having certain types of relation-
ships with individuals and entities
debarred under Federal regulations
from participating in specified activi-
ties, or with affiliates of those individ-
uals.

(b) Basic rule. As a condition for re-
ceiving payment under a Medicaid
managed care program, an MCO, PIHP,
PAHP, PCCM or PCCM entity must
comply with the requirements in
§§438.604, 438.606, 438.608 and 438.610, as
applicable.

(c) Applicability. States will not be
held out compliance with the following
requirements of this subpart prior to
the dates noted below so long as they
comply with the corresponding stand-
ard(s) in 42 CFR part 438 contained in
the CFR, parts 430 to 481, edition re-
vised as of October 1, 2015:

(1) States must comply with
§§438.602(a), 438.602(c) through (h),
438.604, 438.606, 438.608(a), and 438.608(c)
and (d), no later than the rating period
for contracts starting on or after July
1, 2017.

(2) States must comply with
§438.602(b) and §438.608(b) no later than
the rating period for contracts begin-
ning on or after July 1, 2018.

§438.602 State responsibilities.

(a) Monitoring contractor compliance.
Consistent with §438.66, the State must
monitor the MCO’s, PIHP’s, PAHP’s,
PCCM’s or PCCM entity’s compliance,
as applicable, with §§438.604, 438.606,
438.608, 438.610, 438.230, and 438.808.

(b) Screening and enrollment and re-
validation of providers. (1) The State
must screen and enroll, and periodi-
cally revalidate, all network providers
of MCOs, PIHPs, and PAHPs, in accord-
ance with the requirements of part 455,
subparts B and E of this chapter. This
requirement extends to PCCMs and
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PCCM entities to the extent the pri-
mary care case manager is not other-
wise enrolled with the State to provide
services to FF'S beneficiaries. This pro-
vision does not require the network
provider to render services to FFS
beneficiaries.

(2) MCOs, PIHPs, and PAHPs may
execute network provider agreements
pending the outcome of the process in
paragraph (b)(1) of this section of up to
120 days, but must terminate a network
provider immediately upon notifica-
tion from the State that the network
provider cannot be enrolled, or the ex-
piration of one 120 day period without
enrollment of the provider, and notify
affected enrollees.

(c) Ownership and control information.
The State must review the ownership
and control disclosures submitted by
the MCO, PIHP, PAHP, PCCM or PCCM
entity, and any subcontractors as re-
quired in §438.608(c).

(d) Federal database checks. Con-
sistent with the requirements at
§455.436 of this chapter, the State must
confirm the identity and determine the
exclusion status of the MCO, PIHP,
PAHP, PCCM or PCCM entity, any sub-
contractor, as well as any person with
an ownership or control interest, or
who is an agent or managing employee
of the MCO, PIHP, PAHP, PCCM or
PCCM entity through routine checks of
Federal databases. This includes the
Social Security Administration’s
Death Master File, the National Plan
and Provider Enumeration System
(NPPES), the List of Excluded Individ-
uals/Entities (LEIE), the System for
Award Management (SAM), and any
other databases as the State or Sec-
retary may prescribe. These databases
must be consulted upon contracting
and no less frequently than monthly
thereafter. If the State finds a party
that is excluded, it must promptly no-
tify the MCO, PIHP, PAHP, PCCM, or
PCCM entity and take action con-
sistent with §438.610(c).

(e) Periodic audits. The State must pe-
riodically, but no less frequently than
once every 3 years, conduct, or con-
tract for the conduct of, an inde-
pendent audit of the accuracy, truth-
fulness, and completeness of the en-
counter and financial data submitted

§438.604

by, or on behalf of, each MCO, PIHP or
PAHP.

(f) Whistleblowers. The State must re-
ceive and investigate information from
whistleblowers relating to the integ-
rity of the MCO, PIHP, PAHP, PCCM,
or PCCM entity, subcontractors, or
network providers receiving Federal
funds under this part.

(g) Transparency. The State must
post on its Web site, as required in
§438.10(c)(3), the following documents
and reports:

(1) The MCO, PIHP, PAHP, or PCCM
entity contract.

(2) The data at §438.604(a)(5).

(3) The name and title of individuals
included in §438.604(a)(6).

(4) The results of any audits under
paragraph (e) of this section.

(h) Contracting integrity. The State
must have in place conflict of interest
safeguards described in §438.58 and
must comply with the requirement de-
scribed in section 1902(a)(4)(C) of the
Act applicable to contracting officers,
employees, or independent contractors.

(i) Entities located outside of the U.S.
The State must ensure that the MCO,
PIHP, PAHP, PCCM, or PCCM entity
with which the State contracts under
this part is not located outside of the
United States and that no claims paid
by an MCO, PIHP, or PAHP to a net-
work provider, out-of-network pro-
vider, subcontractor or financial insti-
tution located outside of the U.S. are
considered in the development of actu-
arially sound capitation rates.

§438.604 Data, information, and docu-
mentation that must be submitted.

(a) Specified data, information, and
documentation. The State must require
any MCO, PIHP, PAHP, PCCM or
PCCM entity to submit to the State
the following data:

(1) Encounter data in the form and
manner described in §438.818.

(2) Data on the basis of which the
State certifies the actuarial soundness
of capitation rates to an MCO, PIHP or
PAHP under §438.4, including base data
described in §438.5(c) that is generated
by the MCO, PIHP or PAHP.

(3) Data on the basis of which the
State determines the compliance of the
MCO, PIHP, or PAHP with the medical
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